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CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries, the U.S. Foed and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed

below:

Name of Product(s) Name of Manufacturer/Distributor Address
See Attached List Manufacturer:

(Two Pages) Monobind, Inc.

100 North Pointe Drive
Lake Forest, CA 92630.

Distributor:

Monobind, Inc.

100 North Pointe Drive
Lake Forest, CA 92630.

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it)
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

Itis certified that the above product(s) may be marketed in, and legally exported from, the United
States of America at this time. The manufacturing plant(s) in which the product(s) is produced is
subject to periodic inspections. The last such inspection showed that the plant(s), at that time,
appeared to be in substantial compliance with current good manufacturing practice requirements for

the products(s) listed above.

Ann M. Ferriter

Acting Director

Division of Risk Management Operations
Office of Compliance

Center for Devices and Radiological Health
This certificate expires 24 months

from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and swom to before me this '€ day of ££<« % month 2011 year.

Digitally signed by Ceaicovschi Tudor
Date: 2025.02.13 09:05:29 EET
Reason: MoldSign Signature
Location: Moldova
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Certificate to Foreign Government — Attachment (Page 1 of 2)

NAME OF PRODUCT(S) NAME OF MANUFACTURER/DISTRIBUTOR,
ADDRESS

Total T3 TEST SYSTEM Manufacturer;

Total T4 TEST SYSTEM Monobind Inc.,

Free T4 TEST SYSTEM 100 North Pointe Drive

Free T3 TEST SYSTEM Lake Forest. CA 92630.

TSH TEST SYSTEM

T3 Uptake TEST SYSTEM

TBG TEST SYSTEM

Tg TEST SYSTEM

N-T4 TEST SYSTEM

N-TSH TEST SYSTEM

N-17-OHP TEST SYSTEM
Anti-Tg TEST SYSTEM
Anti-TPO TEST SYSTEM

LH TEST SYSTEM

FSH TEST SYSTEM

PRL TEST SYSTEM

HCG TEST SYSTEM

Cortisol TEST SYSTEM
Testosterone TEST SYSTEM
Free Testosterone TEST SYSTEM
Progesterone TEST SYSTEM
17-OH Progesterone TEST SYSTEM
Estradiol TEST SYSTEM

Estriol TEST SYSTEM

DHEA-S TEST SYSTEM

DHEA TEST SYSTEM

HGH TEST SYSTEM

Insulin TEST SYSTEM
C-Peptide TEST SYSTEM

IgE TEST SYSTEM

Ferritin TEST SYSTEM
Transferrin Soluble Receptor TEST SYSTEM
Vit B12 TEST SYSTEM

Folate TEST SYSTEM

Creatine Kinase TEST SYSTEM
Digoxin TEST SYSTEM

hsCRP TEST SYSTEM
Myoglobin TEST SYSTEM

c¢Tnl TEST SYSTEM

H. Pylori Ab TEST SYSTEM
HbSAg TEST SYSTEM




Certificate to Foreign Government — Attachment (Page 2 of 2)

NAME OF PRODUCT(S)

Rubella TEST SYSTEM

Toxoplasma TEST SYSTEM

AFP TEST SYSTEM

CEA TEST SYSTEM

tPSA TEST SYSTEM

fPSA TEST SYSTEM

CA-125 TEST SYSTEM

CA-19-9 TEST SYSTEM

CA-15-3 TEST SYSTEM

Free Beta hCG TEST SYSTEM
Mulit-Ligand Quality Control Material
Cardiac Panel Quality Control Material
Tumor Marker Quality Control Material
Thyroid Panel Quality Control Material
Fertility Quality Control Material

NAME OF MANUFACTURER/DISTRIBUTOR,
ADDRESS

Manufacturer:
Monobind Inc.,

100 North Pointe Drive
Lake Forest, CA 92630

TEST SYSTEMS available in ELISA (AccuBind®), CLIA (AccuLite®) and VAST® formats.
Quality Control Material available in (QSure®) Assayed and Unassayed formats.

Lumax® CLIA Analyzer
NeoLumax™ CLIA Analyzer
LuMatic™ CLIA Analyzer
Lumax-96™ CLIA Analyzer
Impulse 2™ CLIA Analyzer
Impulse3™ CLIA Analyzer

Eldex 3.8® ELISA Analyzer
NeoEldex™ ELISA Analyzer
Autoplex™ ELISA & CLIA Analyzer
Immunoassay Plate Washer

“END OF PRODUCT LIST”

Distributor:

Monobind Inc.

100 North Pointe Drive
Lake Forest, CA 92630
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